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Madam; 

I, the undersigned, declare the folloAving, based on my own knowledge, 
information, and belief. 



1. My educational and professional badkgFDiiikl is attached as Appendix A. 



2. I have reviewed the OflSce Action dated DecerabK 19, 2008 (the Office Action). It 
is my und»r$ta»}ing that the Examiner is stating that claims 1, 2, 9, 11 and 12 are 
unpatentable over Has Tanaka et al. jreferences and Matejtshuk et al. in the combinations 
provided in the Office Action . See Office Action at pg. 3. I disagree for at least die 
reasons below> 



3. It is my xmderstanding that claim 12 is directed to a method of manufaotuiing an 
albumin enriched fraction having a reduced prekallikrein activator (PKA) content 
consi$tjng essentially of; (a) reconstitution of paste V (Cohn fractionation) to form a 
&st fraction; (b) concentrating the first fraction obtamed in step (a) to obtain a 
concentrated fraction; (c) pasteurizmg the concentrated fraction obtained in step (b) 
for a tune period of at least nine hours at a teaci:5)erature of 58 *C to 65 "C to obtain a 
pasteurised fraction; (d) filling vials with the pasteurized fraction; and (e) incubating 
the vials for 10 days at 30 *C to 32 °C or for four weeks at 20 *C to 25 °C to obtain 
an albumin enridied fraction having a PKA content of less than 12 lU/ml. 



4. One of skill hithe art will see that the method in claim 12 mclndes the material 
steps of a distinct purification process firom those shown in the docmuents cited by 
the Examiner. It is my understanding fhat this clahn covers Aese materials steps and 
non-matedal additions to this method because of the "consisting essentially of 
transition language. One of skill m the art would apineciate that the additicm of a 
chromatographic purification step, such as those discussed to follow, into the claimed 
method would be considered a material addition. 



5. One of the advantages of the claimed invention recited in claun 12 is fhat no 
chromatogr^hic purification step is required. This provides substantial benefits 
including easier handling due to l^s woric-load and the use of less demanding 
equipment. Thus, this process is more economical while it still provides a safe high- 
quality product. There is no need for chromatographic material such as columns and 
resins. Each chromatographic step requires a carefiil selection of loading and elution 
conditions, such as resin, pH, ionic strength, temperature and kmd of loading/elution 
buffer. Additionally, a concentration step and buffer exchange is usually needed afier 
each chrcnnatographic stq> for further pitocessing. 



6. In contrast to claim 12, the Tanaka et al. (1 998) reference discloses a purification 
process of human albumin by applying liquid chromatography to the supernatant of 
Cobn fi-action IV, See, e.g., pg. 1385, left colunm. For example, Tanaka et al. use 
the supernatant of Cohn IV as starting material for chromatographic purification 
(actually s^plying 4 columns connected in series) and gel filtration whereas the 
claims use Cohn V paste (which is a precipitate derived from the Cohn IV 
supematant)^ However, the method of claim 12 does not require a chiomatogr^hic 
step as Tanaka et al. teaches. 



7. The second Tanaka et al. (2000) referraice refas to the preparation of IgG from 
Cohn pastes I+n+m or n+m by means of ion exchange chromatogr^hy (perfonned 
on Q-Separose FF (anion exchange chrranatography) and CM-Sepharose FF (cation 
eatchange chromatography)) and gel filtration (Sephaiyl 5-300 HR). See, e.g., the 
Abstract (emphasis adde^. Claim 12, however, is directed to a prekallikrein 
activatOT dqpleted plasma d^ved albumin fraction, which is a different product, 
processed from a dififeroat source, by a completely different process, than those 
taught by Tanaka et al. (2000). 

8. Matejtschuk et al. discloses various methods for the preparation of human 
albumin solutions (see, e.g,, fig. 1, pgs. 888-891) among which are three processes 
comprising at least one chromatographic step (Zendab, CSL Albumex, Bergloff) and 
three processes without any chromatographic step (Hink, Cohn, Kistler & 
Nitschraann). The jfraotionation processes of Cohn and Kisfler & Nitschmann purport 
to disclose Fraction V, filling and pasteurization but ihsre is no indication of any 
incubation as the claims require or that the claimed prekallikrein activator content 
could be achieved using tidese processes. Therefcoe, even in view of ^ processes 
without a chromatographic step in Matsgtschuk et al., this document does not teach all 
the features of claim 12. 

' See, e.g., Matejtschok et al., pg. 890, light calumn above 'KiSiromatogiapiuc puriilcatiott." 



t ha:eby declare that all statements made herein of my knowledge are true and 
that all statements made on mformation and belief are believed to be true; and further that 
these statements are made with the knowledge that willful false statements and the like so 
made are punishable by fine or imprisonment, w bofli, under section 1001 of Title 18 of 
the United States Code, and that such willful Mss statements may jeopardize the validity 
of Ae plication or any patent issuiug thereon. 
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